JEPKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMUY Y KHIBCHKINA OBJIACTI

nipoB. Caitnwynoi Hagii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-maii: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BHMCHOBOK
[po sIKiCTh BRe3enoro B Ykpainy aikapesKoro 3acofy

16.12.2024 Ne 65311/24/10

DJIOKCAJI®

(naiimerrysanus AiKapesKoro 3acofy rigHo 2 peecTpaniitimm noceigenaM)
gpanii ouni, posann 0,3 % no 5 ma y duiaxoni 3 kpanennauueso; no 1 gaaxony 3
KpanejlbHRIC B KapToHHii Ropolui

((hopna pRmyCKy, NO3YRARMHA, BILA HAKYBAKHS RIKADCLROTO-3ac06y)

‘Hoxep peectpauiiinoro nocsinuenns UA/8528/01/01 erpox aii pescrpauiiinoro nocsinuerns ¢1.01.2099

Cepis nixapchxoro 3acoBy Ne N784 KinekicTs BBEseHOro ftikapeskore sacofy 24500
Bupobnux HAp. Fepxapa Maun Xea.-thapm. @adpux 'm6X, HiMeuunna
{Haiimenyrannn pipobuitka nikapebroro 3acoly, kpalHa MOXOIKEHNRA)
Baesero B Yxpainy CrinsHe yRpaincsK0-eCTOHChKE MIXNPHENCTBO'Y Gopri TosapucTsa
3 obMeaeHoIo BinnosigansnicTio "Ourima-@apas, ATH", inenr, xoa:
21642228

(naiimeny"anng Ta kog 3a €JPIIQY wopiaerunol ocodi abo npiseuute, in'a, 1o Darkkosl-giasna]
ocofir - gianpueMus, i Micue npoxIBANHAL T4 peccTpauiiinmii romep ofmix0BO] KapTKI! MIATINIRS
ToaaTkiB ado cepin Ta HoMep nacnopTa)

Hpororoa eisyaasnoro xourpoato six 10,12.2024 N 3919/3.

32 pesyABTATAMH AEPKABHOTO KOHTPOIIO BCTAHOBAGHO, MO JiKapchkmil 3aci6 seesedo B Yxpainy 3
AOTPHMAHHAM BiMOr 33K0HOZABCTBA 1100 3a0€3TIEMeHHA AKOCTE NKAPCHKUA 3aC00iB.

Oxera EPLOMEHKO

{inintanm Tampiandule)




Ap. Tepxapg Mann Xem.-dapm. Gadpur M'mBX, Himeuumnna
BpyheGoTrenep Qamm 165/173, 13581 Bepnin, Hiveuunna
Tenedox +49 (0) 30 33093 0

chake +49 (0) 30 33093 201

Tiuensisi: DE_BE_01_MIA_2021_0041
Cepradpikar signosinnocri: DE_BE_01_GMP_2021_0060

Ceptudikar skocri
Certificate of Quality

Opnepwysayv /Consignee; Bausch & Lomb Poland
Ne nponykry / Product No.: 0189NTUA

Dr.Gerhard Mann, Chern.-pharm. Fabric GmbH, Germany
Brunahiitteler Damm 166/173, 12581 Berdin, Germany
Fhone #48 (G 30 33045 ¢

Fax +49 (0) 30 33093 201

License: DE_BE_01_MIA_2021_0041
Certificate of GMP compliance: DE_BE_01_GMP_2021_0060

Kpaina -supoBuuk /Country of manufacturer: Himeuuntal Germany

Mpogyxr: dnoxcan® kpanni ouri posdun 0,3% (5 Mn) hnakok ¢ kpanenshnleo Net

Product: Floxal ® Eye Draops solution 0,3% [5 mi] bottle with dropper Ne1

[irova pevosura /Active substance: odnokcaumy 3mr/ ofloxacin 3 mg

TNikapcbia dopma / Pharmaceutical form: ouni xpanni/ eye drops

Posmip i Tun naxkysands: no 5 mn y dnakori 3 kpanensHuueo; no 1 hnakory 3 KpanensHUUeo B KapToHHii kopobu
Volume and type of packaging: 5mi in bottle with dropper; 1 bottle with dropper in a carton box

Na cepii / Batch No.: N784

Ob6'em cepii\ Batch size: 131610 ynakosok /packages
[Hara supobruytea / Manufacturing date: 21.10.2024

[ara sakinueHHs Tepminy npuaatHect / Date of expiration: 09.2027
Homep peectpauiiiHoro noceiguents / Registration certificate number; UA/8528/01/01

MokasHnk/Meron KOHTPOIIO Bumoru Pe3ynbTar BUNPOGYBaHHS
Parameter/Control method  Specification . Result of Testing
Onuc Mposopui, xoBTYBATUI BOAHUNA PO3UUH.  Bianosigae

(BizyansHui ornsg)

Appearance Transparent light yellow agueous Complies
visual inspection) solution. e R B,
KoHrelhHep Kpyrani Binui Hanignposopuid hnakod 3 Bianosigae
(BisyanoHuit ornsg) Binow kpanensHuueto | Biroio KPULLIKOIG,

Container Round white half-transparent bottle with ~ Complies
{visual inspection; white dropner glug and white cap o
Ob'em HaNOBHEHHSI =z 5.0 mn 5.1 mn
(BaroBuMi KOHTPONL)

Volume of fill z50ml 5.1 mi

{weight control)

Cryrine 3abapsneHHs

(E8p. Dapm., girova pep., 2.2.2)
Colour degree

iPh. Eur. current ed,, 2.2.2)

Crop/Page 1 ol 4

Crynidb 3aBapsneHHs He IHTeHonsKiwe Y5

3@ eTanoH Ys

Not more intensely coloured Y5
~than Yz

X
[&mi] bolthe with




MposopicTb
{€ap. dapm., giua pea., 2.2.1)
Clarity

‘Ph. Eurcurrent ed., 2.2.1)

Buanmi MexaHiuni BKoYeHHs

(€Bp. ®apm., giua pea., 2.9.20)
Visible particle contamination
OCMONANBHICTL

(EBp. Papm., Aova pen., 2.2.35)
Osmolality

IPh. Eur. current ed,, 2.2.35)

pH

(€ep. dapm., pitova pea., 2.2.3)
pH
Ph. Eur. currented., 2.2.3)
laenTudikadist

ldentity:

Ochnokcaumt

{1.BEPX

2. YO cnekm.

Ofloxacin

(1.HPLC

ectrumy
ine IKELis,
Identity:
BeHzankonis xnopus
(BEPX)
Benzalkonium chloride
HPLG) _
KinsKicHui aHaniz:
Assay:
Odnokcaums
{BOXX)
Ofloxacin
JHPLG)
KinkKicHWi aHania:
Assay:
beH3ankoHis xnopua
(BOXKX)
Benzalkonium chioride

_ Positive

36phﬁ poéqk;rmw..mwm““

Clear solution

Mpakriuto sineHUA BIiD BUAMMMX

HACTUHOK

Practically free from visible particles

275 « 338 MOCMONb/KT

275 - 338 mosmolikg

6.0~ 70

MosnTusHo
Mo3uTUBHO

Positive

MosutugHo

Positive

2.85 - 3.15 mrimn (95 - 105%)

2.85 - 3.15 mg/mil (95 - 105%)

22.5 - 27.5 vr/man (90 - 110 %)

22.5 - 27.5 ug/ml (90 - 110 %)

Complies
Binnowsigae
Complies

301 MoTMOonb/Kr
301 mosmol/kg
6.5

6.5

Binnosinas
Bignosinae

Complies

Binnosigace

Complies

3.02 wmr/mi

3.02 mg/ml

23.8 wr/mn

23.8 ugfmi



Howiwku ta / abo npoavery posnaganig

(BEPX)

Impurities and/or degradation products

(HPLC)

Bidori:

known:

Hecdrop ohnokcauni He Binblue 0.2 % 0.0 %
(Oomiwka C

Destluoro ofloxacin Not more than 0.2 % 0.0 %
(imp. C*)

Hecwernn chnokcaimH He Oinbwe 0.2 % 01 %
(Hom. E7)

Desmethyl ofloxacin Not more than 0.2 % 0.1 %
N-oKeug ohrorcaLi He Ginbuwie 0.2 % 0.0 %
(Oom. F*)

N-oxide ofloxacin Not more than 0.2 % 0.0 %
9-ninepasut opnokcaunH He 6inbwe 0.2 % 0.0 %
(Hom. D)

9-Piperazino offoxacin Not more than 0.2 % 0.0 %
{mp. D™ B
Cyma Binomux 01 %
Sumofknown Notmorethan08% 01%
Heegidomi:

unkrown:

~ iHOMBILY BN He Binswie 0.2 % 00 %

individual Not more than 0.2 % 00 %

- CymMa HesifoMKX He Binbwie 0.5 % 0.0 %

sumofunknown . Notmorethan 0.5% | _00% i
CrepunbHIcT MoBuHeH BIAMOBILATY TECTY Ha Binnosigas
(€ep. Dapm., 2.6.1.) CTEPUNBHICTE

Sterility Musi comply with the test for sterility Complies

APh. Eur currented, 2610 S e
* Dowiwkw 3rigHo €8p. ®apm. Moxorpadis "Odgnokcaunn’”, "CynyTHi gomitkn/
Impurities as per Ph. Eur. monograph Ofloxacin, "Related Substances”

Nnhaers N o
He i . Batch




DNaraDate

Lium 8 nigTeepfkyo, WO BULLEBKasaHa iHphopMalis €
AocToBipHOW Ta Tovrow. L cepia npoaykuil Syna
BUTOTOBMEHE, BKITOYHO 3 YIAKOBKOK [/ MapKyBaHHSM |
MPOBEAGHE KOHTRONL 11 AKOCTI HAa BULLEAraAaHWAX
AFHKaX, y NosHW BIINOBIAHOCTI 3 BUMOramn GMP
MICUEBOro PeryrisiTopHOro oprauy ta cneundikailistmuy
B A03BON Ha npojax kpainu-imnoprepa abo
crneundikauii ToBapy Ans LOCNIBKYBARUX TIKAPChIKAX
3acobis. TMportokonu sBupobHULTBA, YNAKOBKWM Ta
aHanizis  Bynu  nepernaHvTi 1 BCTaHoBMEHA
sianosiaricts GMP.

18 N0V, 2024

I hereby certify that the above information is authentic
and accurate, This balch of product has been
manufactured, including packaging/labelling and quality
control at the above mentioned site(s) in full compliance
with the GMP requiremenis ol the local Regulatory
Authority and with the specifications in the Marketing
Authorisation of the importing country or product
specification file for Investigational Medicinal Prodiucts,
The batch processing, packaging and analysis records
were reviewed and found to he in compliance with GMF.

Dr. Christian Kélin / Dokron Kuictian KenbH
YnosrosaxeHa ocoba
Qualified Parson

I
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